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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

Responsive to communication(s) filed on 01 March 2004 . 
2a)S This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) KI Claim(s) 1-15 and 18-30 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) K Claim(s) 1± is/are allowed. 

6) IE Claim(s) 1-10. 12-15 and 18-30 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1121(d). 

11) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2.Q Certified copies of the priority documents have been received in Application No. . 



3.D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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Art Unit: 3763 

DETAILED ACTION 
Claim Rejections - 35 USC §102 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

Claims 1-9, 12-14, 18, 20-30 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Allen et al U.S. Pat No. 6,334,856. 

The applied reference has a common inventor with the instant application. Based upon 
the earlier effective U.S. filing date of the reference, it constitutes prior art under 35 U.S.C. 
102(e). 

This rejection under 35 U.S.C. 102(e) might be overcome either by a showing under 37 
CFR 1.132 that any invention disclosed but not claimed in the reference was derived from the 
inventor of this application and is thus not the invention "by another," or by an appropriate 
showing under 37 CFR 1.131. 

Allen discloses a device for transport of molecules or energy across or into a biological 
barrier comprising: a plurality of microneedles, each microneedles formed of a first material and 
a second material (col. 4, lines 25-55, col. 1 1, lines 18-45, fig. 8f and fig. 9f), wherein the second 
material is dispersed throughout at least a portion of the first material or forms a portion of the 
microneedles (col. 11, lines 40-46 and figs. 8f and 9f); as to claim 2, (Polymer microneedles, col. 
1 1, lines 40-46); as to claims 3 and 4, (col. 4, lines 48-54); as to claim 5, (col. 4, lines 54-57); as 
to claim 6, (col. 4, lines 25-55, col. 11, lines 18-45, fig. 8f and fig. 9f); as to claims 7 and 8, (see 
abstract, col. 2, lines 64-67, col. 7, lines 22-35 and see entire patent), as to claim 9, (col. 6, lines 
25-41); as to claim 12, (col. 1 1, lines 41-46); as to claims 13 and 14, 
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(col. 1 1, lines 40-46, figs. 8a-8d and 9e-9f); as to claim 18, (8d and 9f); as to claims 20 and 21, 
(col. 7, lines 66-67 and col. 8, lines 1-30); as to claim 22, (col. 4, lines 25-57); as to claims 23 
and 24, (col. 5, lines 38-57); as to claim 25, (col. 4, lines 33-57, col. 5, lines 27-37 and col. 15, 
lines 25-30); as to claims 26 and 27, (see above rejection and col. 1 1, lines 40-46); as to claim 
28, (see abstract and above rejection); as to claims 29 and 30, (see abstract, background of the 
invention, summary of the invention and Transport Control Components). 

Claims 1 and 13-15, are rejected under 35 U.S.C. 102(e) as being anticipated by Allen et 
al U.S. Pat. No. 6,334,856. 

a plurality of microneedles, each microneedles formed of a first material (polymer) and a second 
material (drug/agent), wherein the second material is dispersed throughout at least a portion of 
the first material or forms a portion of the microneedles (col. 17, lines 13-23) as to claims 13-15, 
(col. 17, lines 13-23). 

Claim Rejections - 35 USC §103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are. 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 10, 18 and 19 are rejected under 35 U.S.C. 103(a) as being obvious over Allen et 
al U.S. Pat. No. 6,334,856. 
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The applied reference has a common inventor with the instant application. Based upon 
the earlier effective U.S. filing date of the reference, it constitutes prior art only under 35 U.S. C. 
102(e). This rejection under 35 U.S.C. 103(a) might be overcome by: (1) a showing under 37 
CFR 1 . 132 that any invention disclosed but not claimed in the reference was derived from the 
inventor of this application and is thus not an invention "by another"; (2) a showing of a date of 
invention for the claimed subject matter of the application which corresponds to subject matter 
disclosed but not claimed in the reference, prior to the effective U.S. filing date of the reference 
under 37 CFR 1.131; or (3) an oath or declaration under 37 CFR 1.130 stating that the 
application and reference are currently owned by the same party and that the inventor named in 
the application is the prior inventor under 35 U.S.C. 104, together with a terminal disclaimer in 
accordance with 37 CFR 1.321(c). For applications filed on or after November 29, 1999, this 
rejection might also be overcome by showing that the subject matter of the reference and the 
claimed invention were, at the time the invention was made, owned by the same person or 
subject to an obligation of assignment to the same person. See MPEP § 706.02(1)(1) and § 
706.02(1)(2). 

Allen disclose a device for transport of molecules or energy across or into a biological 
barrier substantially as claimed except for the second material being dispersed homogeneously 
through the first material. Allen discloses that salt is dispersed in a polymer or metal (col. 1 1, 
lines 40-46). It would have been an obvious matte of design choice to disperse the second 
material homogeneously through the first material since applicant has not disclosed that 
dispersing the second material homogeneously solves any stated problem or is for any particular 
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purpose and it appears that the invention would perform equally well with the second material 
being dispersed heterogeneously through the first material. 

Allen discloses the device substantially as claimed except for wherein the microneedles 
comprises an interior bore where the second material is located and wherein the second material 
comprises a drug. Allen discloses in figs. 2e, 3g and 4d microneedles, where a second material 
can be placed in the interior bore as similarly shown in figs. 8d and 9f. Further, Allen discloses 
(col. 17, lines 13-23) that biodegradable and non-biodegradable can be used as the entire drug 
delivery device. Therefore, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to modify the device of Allen to have an interior bore that has a 
second material which is a drug since Allen teaches that the microneedles can be formed of 
porous material (col. 5, lines 6-25) and/or cannels (2e, 3g, 4d, 8d and 9f) to permit the passage of 
fluid and/or solid material through the microneedles. 



Allowable Subject Matter 



Claim 1 1 is allowable over the prior art of record. 



Response to Amendment 



Information Disclosure Statement 



Applicant enclosed a cd along with the amendment containing copies of each foreign 



patent and non-patent. 
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Response to Arguments 



Applicant's arguments filed 3/1/04 have been fully considered but they are not 
persuasive. 

Clearly, Allen discloses and describes a microneedle formed of a first material and a 
second material (col. 4, lines 33-57 and col. 17, lines 13-23). Furthermore, composites and 
alloys are mixtures of two or more distinct, structurally complementary substances, especially 
metals, ceramics, glasses, and polymers, combine to produce structural or functional properties 
not present in any individual component. Therefore, the examiner maintains the rejection of 



THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 . 1 36(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 



claim 1. 



Conclusion 




